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WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Claim Rejections - 35 USC §102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1-5, 11, 13, 14, 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Spinosa et al (US 4634420). Spinosa discloses a separable flushing and aspiration needle; the 
flushing assembly comprising a needle 42 connectable to a source of flushing liquid 20; the 
aspiration assembly comprising a needle 14 connectable to an aspiration arrangement (See 
Abstract); and the aspiration needle extends coaxially within the flushing needle. See Fig. 1 . 

3. Spinosa discloses a handle 8, and outer needle 42 extending from the handle, a side port 
98 connectable with a source of flushing liquid, an aspiration assemble comprising a proximal 
portion 56 connectable to an aspiration assembly, and a connection 58 arranged to join the 
aspiration assembly to the handle (Col. 10, lines 25-43). See Fig. 1. 

4. Spinosa discloses a first connector portion 47 on the handle and a second cormector 
portion 58 on the aspiration cannula; and the aspiration cannula having a grip portion 56 that 
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extends into the connector portion in use. See Fig. 1. Spinosa discloses that the connector 
portions are snap in locks (Col. 5, lines 35-38). 

5. The tapered extension further comprises alignment detents 43, which engage with 
corresponding recesses on the connector portion. See Fig. 3. The connector portion further 
comprises an internally tapered wall. See Fig. 2. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 6, 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa 
et al in view Emery et al (US 5160319). Claim 6 differs from Spinosa in calling for the outer 
needle to have a beveled tip. Emery teaches an oocyte retrieval needle comprising an outer 
needle with a beveled tip 68 allowing the physician to precisely puncture the follicle and release 
the oocyte (Col. 4, lines 55-68). Therefore, it would have been obvious to one of ordinary skill 
in the art at the time of invention to modify the outer needle of Spinosa to have a bevel as taught 
by Emery to allow the physician to precisely puncture the follicle and release the oocyte. 
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8. Claim 8 differs from the teachings above in calling for the distal end of the aspiration tip 
to terminate just within the beveled end of the outer needle. Claim 9 calls fro the distal end to 
terminate between 0.5 and 1.5 mm proximally from the base of the beveled tip. Emery teaches 
an aspiration cannula 36 located within an outer cannula 30 wherein the aspiration cannula ends 
just proximal the beveled tip of the outer cannula so that rotation of the needle scrapes the 
follicle wall to dislodge the oocyte so that it can be aspirated (Col. 5, lines 34-50). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of the invention to modify 
the device of Spinosa so that the distal end of the aspiration tip to terminate just within the 
beveled end of the outer needle as taught by Emery so that rotation of the needle scrapes the 
follicle wall to dislodge the oocyte so that it can be aspirated. 

9. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa in view of 
Emery et al as applied to claim 6 above, and further in view of West et al (US 6273877). Claim 
7 differs in calling for the tip to further include a secondary bevel. West teaches a needle having 
a tip with a primary bevel and a secondary bevel that provide a sufficiently sharp distal end to 
penetrate the skin with little risk of excessive force urging the needle too far into the body (Col. 
3, lines 15-20). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of invention to modify the outer needle of Spinosa in view of Emery to have a secondary 
bevel as taught by West to provide a sufficiently sharp distal end to penetrate the skin with little 
risk of excessive force urging the needle too far into the body. 
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10. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa et al in 
view of Davis et al (US 6018676). Claim 10 differs from Spinosa in calling for a portion at the 
distal end of the outer needle to be treated to improve its ultrasound echo characteristics. Davis 
teaches a needle comprising indenting, patterning or knurling to increase echogenicity of the 
needle (Col. 2, lines 35-39). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of invention to modify the outer needle of Spinosa to have indenting, 
patterning or knurling as taught by Davis to increase its echogenicity. 

11. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa et al in 
view of Mottola et al (US 5533986). Claim 11 differs from Spinosa in calling for an 0-ring on 
the connector portion. Mottola teaches the use of an 0-ring to form a fluid tight seal between 
two separable parts of a catheter (Col. 9, lines 30-33). Furthermore, it is well known in the art to 
use an 0-ring to ensure a fluid tight seal between two connectable parts. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time of invention to modify the 
connector portion of Spinosa to include an 0-ring as taught by Mottola to ensure a fluid tight 
seal between the two connecting portions. 

12. Claim 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa 
et al in view of Knox (US 3561596). Claim 16 differs from Spinosa in calling for the assembly 
to be supplied in a sterile peel open package. Claim 17 differs in calling for the assembly to be 
provided in a disassembled state. Knox teaches a packaging for syringes, needles and the like 
wherein each element of a device can be supplied as a separate unit in an individual peel apart 
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package that can be easily opened and kept sterile before use (Col. 4, lines 13-23). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of invention to modify the 
device of Spinosa to be in a disassembled state in peel apart sterile packages as taught by Knox 
so that the package can be easily opened and kept sterile before use. 

13. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Spinosa et al in 
view of Emery as applied to claim 6 above, and fiirther in view of and Davis. Claim 1 8 differs 
from Spinosa in calling for a beveled tip. Emery teaches an oocyte retrieval needle comprising an 
outer needle with a beveled tip 68 allowing the physician to precisely puncture the follicle and 
release the oocyte (Col. 4, lines 55-68). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to modify the outer needle of Spinosa to have a 
bevel as taught by Emery to allow the physician to precisely puncture the follicle and release the 
oocyte. 

14. Claim 18 further differs from the teachings above in calling fro the needle to be treated to 
improve ultrasound echo characteristics. Davis teaches a needle comprising indenting, 
patterning or knurling to increase echogenicity of the needle (Col. 2, lines 35-39). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time of invention to modify the 
outer needle of Spinosa to have indenting, patterning or knurling as taught by Davis to increase 
its echogenicity. 



Application/Control Number: 10/816,288 



Page? 



Art Unit: 3763 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura A. Bouchelle whose telephone number is 571-272-2125. 
The examiner can normally be reached on Monday-Friday 8-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 517-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner 
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